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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-6, 8-9, 11-12, 14-32, 34-44, 46-53, 55 and 58-62 are rejected under 35 
U.S.C. 102(b) as being anticipated by Ideker et al (U.S. 6,205,357). Regarding claims 
1-2, 8-9, 23-28 and 58, Ideker discloses (column 2, lines 16-26) a system comprising "a 
first sensing electrode configured for positioning through the coronary sinus ostium and 
within a vein on the left surface of the left ventricle of the heart for sensing electrical 
activity from the heart, and a detector operatively associated with the first sensing 
electrode for determining (e.g., diagnosing or prognosing) an arrhythmia with the 
sensed electrical activity. Typically the system further comprises a second sensing 
electrode configured for positioning in the right ventricle of the heart, where the detector 
is operatively associated with both the first sensing electrode and the second sensing 
electrode." Ideker further discloses (column 3, lines 66-67; column 4, lines 1-4) 
"implantable cardioverter/defibrillator (ICD) of the present invention includes an 
implantable housing that contains a hermetically sealed electronic circuit. The housing 
optionally, but preferably, includes an electrode comprising an active external portion of 
the housing, with the housing implanted in the left or right, preferably left, thoracic 
region of the patient." The examiner considers this to be a first electrode coupled to the 
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housing and a second electrode, and monitoring circuitry coupled to the first and second 
electrodes, the first and second electrodes configured for cardiac activity sensing and 
energy delivery when the device is operated in an energy delivery device. This 
monitoring circuitry also functions as detection circuitry. Ideker discloses (column 2, 
lines 56-65) "implantable system of the invention comprises detecting a first set of 
electrical activity from the heart from a first sensing electrode positioned within a vein on 
the surface of the left ventricle of the heart; detecting a second set of electrical activity 
from the heart from a second sensing electrode positioned within the right ventricle of 
the heart; then selecting an electrical therapy to be delivered by the implantable system 
based on the first and second sets of detected electrical activity; and then delivering the 
selected electrical therapy." The examiner considers this to teach energy delivery 
circuitry coupled to the first and second electrodes. The system also includes (column 
3, lines 1-10) "the system includes a first catheter configured for positioning in the right 
ventricle of the heart; a second catheter configured for positioning through the coronary 
sinus ostium and in the coronary sinus of the heart, with the first and second catheters 
together carrying at least three defibrillation electrodes. A power supply is included, a 
control circuit is operatively associated with the power supply and the electrodes. The 
control circuit is configured to deliver atrial therapeutic pulses through at least two of the 
electrodes, and/or ventricular therapeutic pulses through at least two of the electrodes." 
The examiner considers this to be a lead interface coupled to the housing that receives 
a cardiac lead, and a controller coupled to the lead interface, monitoring circuitry and 
energy delivery circuitry. See Figures 2, 3A, 4A and 5. 
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Regarding claims 3 and 18, and further regarding claim 8, Ideker discloses 
(column 15, lines 60-65) "the pulse regimen could be altered by external input to the 
controller to alter for example, the waveform, the voltage, the electrode coupling, or 
even to retrieve data monitoring data received and stored in memory about the number 
of atrial fibrillation episodes and the effectiveness of the shock level." The examiner 
considers this to teach memory provided in the housing and coupled to the detection 
circuitry, the memory configured to store selected cardiac signals. 

Regarding claims 4 and 14-15, Ideker discloses (column 7, lines 14-20) 
"electrodes shown in the positions illustrated panel 3A are, as shown in panel 3B, 
operatively connected to differential amplifiers (42, 42a, 42b, 42c), in turn connected to 
bandpass filters (44, 44a, 44b, 44c) and sensed event detector circuitry (46, 46a, 46b, 
46c), contained in the ICD (40). Amplification and bandpass filtering are followed by 
sensed event detection." The examiner considers this to be a programmable filter 
coupled to the detection circuitry, the programmable filter configurable in a first filtering 
mode for monitoring associated with the monitoring mode and configurable in a second 
filtering mode for cardiac event detection associated with the energy delivery mode. 

Regarding claims 5, 17, 35 and 60, and further regarding claim 58, Ideker 
discloses (column 11, lines 64-67; column 12, lines 1-7) "the controller, based on 
information from the synchronization monitor (72), typically allows or directs the 
preselected shock pulse to be relayed to either a discharge circuit for further processing 
(i.e., to further shape the waveform signal, time the pulse, etc.) or directly to a switch. 
The controller may also control the proper selection of the predetermined defibrillation 
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electrode pair(s), where multiple defibrillation electrodes are used, to direct the switch to 
electrically activate a desired electrode pair to align the predetermined electric shock 
pulse pathway through which the shock pulse is provided." The examiner considers this 
to teach a mode switch coupled to the controller, configured to transition the cardiac 
device between the monitoring mode and the energy delivery mode. 

Regarding claim 6, 11-12, 36-37 and 43, and further regarding claim 58, Ideker 
discloses (column 15, lines 58-65) "it is also preferable that the electronic package 
include a receiver/transmitter coupled to the internal controller (274) for communicating 
with an external controller. Thus the pulse regimen could be altered by external input to 
the controller to alter for example, the waveform, the voltage, the electrode coupling, or 
even to retrieve data monitoring data received and stored in memory about the number 
of atrial fibrillation episodes and the effectiveness of the shock level." The examiner 
considers this to be a transceiver that receives a transmit request signal and transmits 
the contents of the memory to a patient-external device in response. 

Regarding claims 16, 34, 59 and 61, Ideker discloses (column 15, lines 32-36) 
"pulse generator includes a single capacitor 278, and the controller 274 includes a 
switch (e.g., a crosspoint switch) operatively associated with that capacitor." The 
examiner considers this to be a hardware switch. 

Regarding claims 19-22 and 29-30, Ideker discloses the presence of a lead 
system capable of performing each of pacing, defibrillation/cardioversion and bi- 
ventricular pacing therapy. 
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Further regarding claim 23, Ideker discloses (column 4, lines 13-16) "electrodes 
used to carry out the present invention are typically carried by catheters or leads, which 
are electrically and mechanically connected to the housing through a header unit." 

Regarding claim 31, Ideker discloses (column 1 1 , lines 40-49) "The electronic 
circuit (215) also includes a cardiac cycle monitor ("synchronization monitor 272") for 
providing synchronization information to the controller. As discussed below, the 
synchronization is typically provided by sensing cardiac activity in the RV, but may also 
include other sensing electrodes which can be combined with the defibrillation 
electrodes or employed separately to provide additional assurance that defibrillation 
shock pulses are not delivered during sensitive portions of the cardiac cycle so as to 
reduce the possibility of inducing ventricular fibrillation." The examiner considers this to 
be a lead capable of providing resynchronization pacing therapy. 

Regarding claim 32, the examiner considers that processor memory inherently 
contains code. Providing the memory contains a mode switch feature, which Ideker's 
system does, that code would actuate the mode switch. 

Regarding claims 38 and 41 , the examiner considers Ideker to disclose a system 
including a device with the claimed elements, as cited in the above paragraphs. 

Regarding claims 39-40 and 62, Ideker discloses (column 12, lines 8-11) "the 
defibrillation pulses may be triggered by an external signal administered by a physician, 
with the physician monitoring the patient for the appropriate time of administration." The 
examiner considers this to teach a trigger that is capable of being actuatable by a 
patient to perform the claimed functions. 
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Regarding claims 42, 44, 46-53 and 55, in view of the structure as disclosed by 
Ideker, the method of operating or using the device would be inherent because it is the 
normal and logical means by which the device can be used. Further regarding claim 42, 
Ideker discloses (column 6, lines 20-25) "The effectiveness of ICD therapy is predicated 
on the accurate and precise classification of cardiac rhythm. The ICD continuously 
monitors a patients intrinsic heart rhythm." The examiner considers this to teach loop 
monitoring. It is inherent in the system that the memory would store the most recent 
loop recording. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 7 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ideker et al (U.S. 6,205,357) in view of Funke (U.S. 4,312,355). Ideker teaches the 
claimed invention except for a receiver coupled to the controller, the controller switching 
the cardiac device between the monitoring mode and the energy delivery mode in 
response to the receiver receiving a switch request signal. Funke however discloses 
(column 3, lines 15-21) " the circuit means for detecting atrial action and/or the circuit 
means for detecting ventricular action comprise refractory means for blocking the 
detection of signals the frequency of which exceeds a predetermined maximum value. 
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When such high-frequency noise signals are received, the circuit means for atrial and/or 
ventricular detection are disabled; the pacemaker will operate at fixed frequencies." 
Both Ideker and Funke teach pacemakers that switch from detection to pacing modes. 
Therefore it would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify Ideker's implantable system with Funke's receiver in order to quickly 
switch from stimulation to detection and back. 

5. Claims 10, 54 and 56-57 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ideker et al (U.S. 6,205,357). Regarding claim 10, Ideker discloses 
the claimed invention but does not disclose expressly the first and second electrodes 
provided in or on the housing, the second electrode electrically isolated from the first 
electrode. It would have been an obvious matter of design choice to a person of 
ordinary skill in the art to modify the electrode configuration as taught by Ideker, with the 
electrodes in or on the housing, because the applicant has not disclosed the electrodes 
in or on the housing provides an advantage, is used for a particular purpose, or solves a 
stated problem. One of ordinary skill in the art, furthermore, would have expected the 
applicant's invention to perform equally well with first electrode on the housing and the 
second electrode remote from the housing as taught by Ideker, because Ideker's 
electrodes are capable of pacing and detecting cardiac activities. Therefore, it would 
have been an obvious matter of design choice to modify the electrode configuration to 
obtain the invention as specified in the claims. 

Regarding claim 54, the examiner considers it obvious that updating software 
would switch the mode of the system. 
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Regarding claims 56-57, Ideker discloses the claimed invention but does not 
disclose expressly the use of an epicardial lead or a subcutaneous lead. It would have 
been an obvious matter of design choice to a person of ordinary skill in the art to modify 
the endocardial lead as taught by Ideker, with the epicardial or subcutaneous lead, 
because the applicant has not disclosed that either of these leads provides an 
advantage, is used for a particular purpose, or solves a stated problem. One of ordinary 
skill in the art, furthermore, would have expected the applicant's invention to perform 
equally well with the lead implanted in the superior or inferior vena cava as taught by 
Ideker, because the leads connect the electrodes to the housing in order to pace or 
sense the heart. Therefore, it would have been an obvious matter of design choice to 
modify the lead configuration to obtain the invention as specified in the claims. 

Allowable Subject Matter 

6. Claims 33 and 45 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Conclusion 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah Malamud whose telephone number is (571) 
272-2106. The examiner can normally be reached on Monday-Friday, 8.00am-5.30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Pezzuto can be reached on (571)272-6996. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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